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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 07 July 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-26 is/are pending in the application. 

4a) Of the above claim(s) 6-10,14-16 and 18-26 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 1-5,11-13 and 17 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election of Group I in the reply filed on 7/7/2008 is acknowledged. 
Because applicant did not distinctly and specifically point out the supposed errors in the 
restriction requirement, the election has been treated as an election without traverse 
(MPEP§ 818.03(a)). 

2. Applicant's election of (i) levocetirizine as the active substance; (ii) a mixture of 
methyl parahydroxybenzoate and propyl parahydroxybenzoate as the preservative; (iii- 
b) thimerosal is absent; (iv-b) chlorhexidine acetate is absent; (v-b) benzylalcohol is 
absent; and (vi-b) benzylalkonium chloride is absent, with the identification that claims 
1-5 and 1 1 read on the elected species in the reply filed on 3/6/2008 and 7/7/2008 is 
acknowledged. Because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). 

3. Claims 18-26 are withdrawn from further consideration pursuant to 37 CFR 

1 .142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in the reply 
filed on 7/7/2008. 

4. Claims 6-10 and 14-16 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b), as being drawn to a nonelected species, there being no allowable 
generic or linking claim. Applicant timely traversed the restriction (election) requirement 
in the reply filed on 7/7/2008. 
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Oath/Declaration 

5. The oath or declaration is defective. A new oath or declaration in compliance 
with 37 CFR 1 .67(a) identifying this application by application number and filing date is 
required. See MPEP §§ 602.01 and 602.02. 

The oath or declaration is defective because: 

Non-initialed and/or non-dated alterations have been made to the oath or 
declaration. See 37 CFR 1 .52(c). 

Claim Rejections - 35 USC §112 

6. The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 1-5, 11 -13 and 17 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Claim 1 recites "certirizine, levocetirizine, efletirizine, or a pharmaceutically 
acceptable salt of certirizine, levocertirizine or efletirizine". Because of the construction 
using two occurrences of "or", it is not clear whether 1 ) one active compound selected 
from certirizine, levocetirizine, or efletirizine (or a salt form of one of these compounds) 
is required, or whether 2) all three of these compounds (certirizine, levocetirizine, and 
efletirizine) are required to be present (if non-salt forms are selected) in the composition 
of the instant claims. 

For prior art purposes, considering the levocetirizine specie election made, it is 
assumed that applicant's intention was that only one active compound is required in the 
composition of the claims. 
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Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

10. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

1 1 . Claims 1-5, 11-13 and 17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Dietrich et al. (US 2004/0058896 A1; 2004 Mar; priority 2001). 
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Detrich teaches preparations for an active ingredient (abstract); active 
ingredients include the antiallergic compound levocetirizine (paragraph 0062); solutions 
and suspensions are taught that preferably use water as solvent or dispersant (aqueous 
composition; paragraph 0438); solutions and suspensions may include suitable 
excipients, preferably added are preservatives, selected from species that include 
methyl 4-hydroxybenzoate (methyl parahydroxybenzoate) and propyl 4- 
hydroxybenzoate (propyl parahydroxybenzoate), preservatives are normally used at 
amounts of 0.1-4% by weight (about 1 -40 mg/mL) based on the solution or suspension 
ready for use (paragraph 0439). Deitrich does not teach the mixture of methyl 
parahydroxybenzoate and propyl parahydroxybenzoate elected, and it might be argued 
that one of ordinary skill in the art would have to pick and choose to arrive at the elected 
composition. It would have been obvious to one of ordinary skill in the art at the time of 
the invention to prepare an aqueous liquid composition with levocetirizine as the active 
ingredient, where a mixture of methyl parahydroxybenzoate and propyl 
parahydroxybenzoate are used as preservatives and to optimize the amounts used and 
ratio of the two preservatives, which would give the elected compositions of the instant 
claims. The motivation to combine both preservatives would have been combination of 
two art-recognized suitable compounds for the purpose of preservatives in liquid 
compositions. The motivation to optimize the amounts would have been the routine 
optimization of conditions of limiting bacterial growth and stabilizing the active agent at 
the lowest preservative cost. The liquid compositions obviated by Dietrich would have 
been in a suitable form for oral use. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to TIMOTHY P. THOMAS whose telephone number is 
(571)272-8994. The examiner can normally be reached on Monday-Thursday 6:30 a.m. 
- 5:00 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on (571) 272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Timothy P Thomas/ 
Examiner, Art Unit 1614 

/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 



